
 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 

  



 


	NICEATM-ICCVAM Update
Meeting of the Scientific Advisory Committee on Alternative Toxicological Methods June 16-17, 2011 Arlington, VA
William S. Stokes, DVM, DACLAM
RADM, U.S. Public Health Service
Executive Director, ICCVAM
Director, NICEATM


	Updates
Endocrine Disruptor Screening Test Methods
Biologics Safety and Potency Testing
Allergic Contact Dermatitis Safety Assessments
Ocular Safety Assessments
Acute Systemic Toxicity
Genetic Toxicity Test Methods
Test Method Nominations
International Cooperation on Alternative Test Methods
Outreach Activities
Regulatory Acceptance of Alternative Methods
	Image
Allergic Contact Dermatitis (ACD) Safety Assessment Methods: ICCVAM Evaluations 
Agency acceptance of ICCVAM recommendations in March 2011
2 nonradioactive LLNA versions
Updated LLNA applicability domain

Usefulness of  LLNA for potency categorization
Evaluation completed, 2010
Transmittal to federal agencies in progress

ICCVAM Interagency Immunotoxicity Working Group
ICATM liaisons
Regulatory acceptance updates






	Images
Ocular Safety Testing Methods:
ICCVAM Evaluation and Recommendations
Agency acceptance/endorsement of ICCVAM recommendations in March 2011
Recommendations provided for 10 alternative test methods and strategies
Routine use of analgesics, topical anesthetics, and humane endpoints
Low volume eye test
In vitro test methods and strategy

Regulatory acceptance updates


	Recent Test Method Nominations
An in vitro pyrogen test method for assessing non-endotoxin pyrogens
In vitro assays for the detection and quantification of botulinum neurotoxins 
Agenda items this afternoon 


	Images
Outreach Activities: Workshops on Best Practices for Regulatory Safety Testing
NIH Natcher Center
January 19, 2011: Ocular safety testing
77 participants
January 20, 2011: Allergic contact dermatitis (ACD) hazard testing
76 participants

Agenda item this afternoon







	International Cooperation on Alternative Test Methods (ICATM)
Memorandum of Cooperation 
1st Modification to add KoCVAM
Signed March 8, 2011
Original Signed: April 27, 2009
Signatories
Dr. Linda Birnbaum,
	 Director, NIEHS and NTP, USA

Dr. Masahiro Nishijima, 
Director General, National Institute of Health Sciences, Japan 

Dr. Elke Anklam, Director, Institute of Consumer Protection and Health, Joint Research Centre, European Commission

Dr. David Blakey, Director, Health and Safety Bureau, Health Canada

Dr. Seung Hee Kim, Director General, National Institute of Food and Drug Safety Evaluation, Korea Food and Drug Administration

	International Cooperation on Alternative Test Methods (ICATM)
Memorandum of Cooperation 
1st Modification to add KoCVAM
Signed March 8, 2011
Original Signed: April 27, 2009
Signatories
Dr. Linda Birnbaum,
	 Director, NIEHS and NTP, USA

Dr. Masahiro Nishijima, 
Director General, National Institute of Health Sciences, Japan 

Dr. Elke Anklam, Director, Institute of Consumer Protection and Health, Joint Research Centre, European Commission

Dr. David Blakey, Director, Health and Safety Bureau, Health Canada

Dr. Seung Hee Kim, Director General, National Institute of Food and Drug Safety Evaluation, Korea Food and Drug Administration

	ICATM Cooperation

	Regulatory Acceptance of ICCVAM-Recommended Alternative Test Methods
Meeting of the Scientific Advisory Committee on Alternative Toxicological Methods
June 16-17, 2011
Arlington, VA
William S. Stokes, DVM, DACLAM
RADM, U.S. Public Health Service
Executive Director, ICCVAM
Director, NICEATM


	Outline
U.S. Regulatory Acceptance of Alternative Methods
Allergic contact dermatitis (ACD) safety assessments
Eye safety assessments
International Regulatory Acceptance
ACD safety assessments
Acute oral systemic toxicity safety assessments
Dermal irritation safety assessments
Genetic toxicity safety assessments

	Updated ICCVAM LLNA Protocol:
Reduction and Refinement
20% reduction in animal numbers (4 vs. 5/group)







Refinement
Avoids pain and distress associated with guinea pig tests:
Avoids the elicitation phase involving pruritis, erythema, edema
Avoids the need for irritating adjuvants (i.e., GPMT)







	Dermal Irritation Test Methods: 
International Acceptance
OECD Test Guideline 439: In Vitro Skin Irritation – Reconstructed Human Epidermis Test Method
EpiDerm™Assay
EPISKIN™  Assay
SkinEthic RHE Assay

OECD Formal Adoption: July 22, 2010
Available at: http://www.oecd-ilibrary.org 



	Questions for SACATM
Regarding the alternative testing methods recently accepted for assessing the ocular safety and allergic contact dermatitis hazard potential of chemicals and products, how might Federal agencies promote and encourage the use of these alternative methods for the purpose of complying with Federal testing statues, regulations, guidelines, and recommendations?
Do you have suggestions on ways to successfully implement consideration and use of these methods by the regulated community? How might Federal agencies, NICEATM and/or ICCVAM help facilitate this process?





